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1. This opinion contains indications relating to the following items: 





Box No. I 


□ 


Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436w.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66Abis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/IS A/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 


International application No. 
I/UM)4AJo41 J 


Box No. I Basis of this opinion 


1. With regard to the language, this opinion has been established on the basis of the intemationai application in the language in which it 
was filed, unless otherwise indicated under this item 


| j This opinion has been established on the basis of a translation from the original language into the following language , 

which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1(b)). 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




1 1 a sequence listing 




1 1 table(s) related to the sequence listing 




b. format o f material 




1 1 in written format 




1 1 in computer readable form 




c. time of filing/furnishing 




1 1 contained in international application as filed. 




1 1 filed together with the international application in computer readable form. 


1 1 furnished subsequently to this Authority for the purposes of search. 




3. ED In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


4. Additional comments: . 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/38413 



Box No. V Reasoned statement under Rule 43 6fol(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) Claims 4-12, 16-24, 28-36, and 40-42 YES 

Claims 1-3, 13-15, 25-27, and 37-39 NO 

Inventive step (IS) Claims 4-12, 16-24, 28-36, and 40-42 YES 

Claims 1-3, 13-15, 25-27, and 37-39 NO 

Industrial applicability (IA) Claims M2 YES 

Claims NONE NO 



2. Citations and explanations: 

Claims 1-3, 13-15, 25-27, and 37-39 lack novelty under PCT Article 33(2) as being anticipated by Mutch et al. (BMC Bioinformatics 
(2002) Vol. 3, No. 17, pages 1-11. 

The present claims are drawn to a method, system, and storage medium for identifying statistically-outlying data points. The datasets 
comprise gene expression data wherein levels are assessed under two different conditions. 

Mutch et al. teach a model in which differentially expressed genes are defined as gene data determined to be statistical outliers from 
some standard state. The model considers gene expression and fold changes for the identification of significantly expressed genes. The 
data set from which the model was developed consisted of data from nutritional experiments in which four different diets were assessed 
(page 2, column 1 to page 2, column 2). Thus, Mutch anticipates the limitations of the above claims. 

Claims 1-3, 13-15, 25-27, and 37-39 lack an inventive step under PCT Article 33(3) as being obvious over Mutch, for the reasons stated 
above. 

Claims 4-12, 16-24, 28-36, and 40-42 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly 
suggest storing the dataset on in a matrix to generate strip functions. Further, the prior art does not teach or fairly suggest the algorithms 
of claims 5-11, 17-23, or 29-35. 

Claims 1-42 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed can 
be made or used in industry. This is useful for gene expression analysis and improved accuracy of analysis. 
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NOTES TO FO RM PCT/ISA/220 



When ? 



Notes arfbas-d on h ffi £i . r^ ' ns,njc "° nS concem ' n ? the f,li "e of amendments under Article 19. The 
Kenans under th, tZ 7 " r^ Pa ' en ' Co °P era "° n TreaI >- '»* Regulations and the Administrative 
annlS Fn L a J , A r C ™ ° f d,scre P anc > be,w "n the« Notes and those requirements, the latter are 
apphcable. For more detailed .nformation. see also the PCT Applican, j Guide, a publication of WIPO. 

AdmiJisf^ refEr 10 ** P rovi — ° f *« p CT the PCT Regulations and the PCT 

INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

intemauonaU-Xa^ international search repon. one opportuniry to amend the claims of the 

ZKn Jc Swl. ma be llTZ'f em P haS,Zcd ,hal - s i n « 311 P«" °'«he international application (claims, 
no need S "fifc : m2„S,h fended during the international prei.m.nary examination procedure, there is usually 
for^nunS^f^ ^ 1 5 Und ! r Ar " Cle 19 " Cep ' where ** ' he a PP licam wan,s ' a «er to be published 

Funhe e ro?e Tshoul ^7^^ T h3S 3n0th " rcason for a ™"™ n S ^™ before international publication, 
runnermore. ,1 should be emphasized thai provisional protection is aviriable in some States only. 

What parts ol the international application may be amended ? 

Under Article 19. only the claims may be amended 

Stum^^P^fl^'r^ C ' limS T'* i,i0 bt amen "* <° r tended, under Article 34 before 

under A^cleTd Lfl Tl , Bxam """? Authority. The description and drawings may only be amended 
under Article 34 before the International Prclim.nary Examining Authority. 

o^Ve^pplicate "aS "" ^ °' in,en,3 "°^ a PP ,ica,i °" ^ * Art.de 28 

Wii.iin 2 months from the date of transmittal of the international search report or 16 months from the priority 
a taS Zl r " me l« should be noted, however, that the amendments w^ conS 

aDDhcable ilZ ST" ,°l T* 'I * hey m , '^V* by the '"'^^l Bureau after the expiration of the 
(&46 I) ° re con, P' e " on of '"e technical preparations for international publication 

Where not to file (he amendments ? 

in^n?,^% n ' S T 3y 0n V e fi,ed Wi,h ' he lnIC ™"°™' Bureau and not with the receiving Office or the 
International Searching Authoriiv (Rule 46.2). 

Where a demand for international preliminary examination has been/is filed, see below. 
^ one" Z mo"S£li::ms 0 a S n fi.; C d em,rC ^ ^ " — °' b - V lhc « of 

Hm^ n diE 3,?: of ,he Ja,mi which ' on accoum ° f an amendmen ' - 

«"4 h |led a n™ Sh "' mUS ' be " Urnbered in Arabic numeral * w ""e a " a ™ « 

S^Ei^cZ^^A^ . a ' mS ,s , ret > ulred ,n a » cas « w "ere claims are renumbered, they must 
oe renumbered consecutively (Administrative Instructions. Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 

What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must be submitted wilh a letter. 

The letter will riot be published with the international application and the amended claims It should not h, 
conned w„h the "Statement under Art.cle .9(1 )" (sec below. und er ^atemen? unde^Anicle 19™)") 
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NOTES TO FORM PCT/1SA/220 (continued) 
^ . j ... j.nwnr^ herween the claims as filed and the claims as amended, h must, in 

sac Sii - - — - 

rtiai identical indications concerning several cla,ms may be grouped), whether 

(i) the claim is unchanged: 

(ii) the claim is cancelled; 
(iiij the claim is new. 

i:v) the claim replaces one or more claims as nled; 

(v) the claim is the result of the division of a claim as filed. 
The following examples illustrate the manner in which amendments must be explained in the accompanying 
letter: 

I f Where originally there were 48 claims and after amendment of some claims there are 51 J: 
^STS »! 31 34. 35. 37 to 48 replaced by ameoded claims bearing the same numbers: 
claims 30. 33 2Jid 36 unchanged: new claims 49 to 51 added." 

:. [Where originally there were 1 5 claims and after amendment of all claims there are 1 1 1: 
"Claims I to I 5 replaced by amended claims I to 1 1. 

3. [Where orieinally there were 14 claims and the amendments consist in cancelling some claims and in 

-eh^ed; claims 7 to ^cancelled; new claims ,15 .16 and 17 ^added.-or 
"Claims 7 to 1 3 cancelled: new claims 15. 1 6 and Padded; all other claims unchanged. 

" 19 candled claims 14 ,5a„c M6 ' 

claim 14: claim 17 subdivided into amended claims 15. 16 and 17; new claims 20 and 21 added. 
-Statement uoder Article 19(1)" (Rule 46.4) 

The amendments oiay be accompanied by a statement explaining the amendments and indicating ;ajy impact 
that sTh ^en^n* might have on the description and the drawings (which cannot be amended under 
- Article 19(1)). 

The statement wili be published with the international application and the amended claims. 
It must be in the language in which the international application is to be published. 
It must be brief, not exceeding 500 words if in English or if translated into English. 

It should not be confused with and does not replace the lercer indicating the differences between *""«™ 
L filed \J**£2m It must be filed on a separate sheet and must be identified as such by a heading, 
preferably by using the words "Statement under Article I9(i). 

Ii mav not contain any disparaging comments on the international search report or the relevance of cations 
comainec ?inTaT«^ Refcr5.ce to citations, relevant to a given claim, contained ,n the international search 
report may be made only in connection with an amendment of that claim. 

Consequence if a demand for international preliminary examination has already been filed 

If at the time of filing any amendments and any accompanying statement, under Article 19, a Amand for 

Sm SLy^™ng Authoriry a copy of such amendmeots (and of any statement) and ^"K^ 
sue* amendments for the procedure before Aa, A^^«J-g| 55.3(a) and 62.2, first 
sentence). For ftmher information, see the Notes to the demand form (PCT/I PEA/40 1). 

Consequence with regard te. translation of the international application for entry into the national phase 

Thr annlican-s anention is drawn to the fact that, upon er.try into the national phase, a translation of the 
Illims as an?en\ted und« Article 19 may have ,o be fomished to the designated/elected Offices, tnstead of. or 
in addition to. the rranslation of the claims as filed. 

For further detatis on the requirements of each designated elected Office, see the PCT Applicant Guide. 
Volume II. 



Notes to Fonr.lVT15A,'2:i..«::.nd sheet) <Jul> 199*. teprir.: April >»:i 



